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("laims 1 , 2, 3, 5, 7, and 9 are hereby amended, claira 4 is hereby cancekd 
wiihoiu prejudice or disclaimer^ and new claims 33-35 are hereby presented for 
Examincr-s consi deration . dahns 1-3, 5-10 and 33-35 remain in ihe application, 
Tht.' foi\.*goH)g Nt'parate sheets marked us '^l.jc>dng of Claims" show a!! the claims in 
ihc .^ppiicaunn. \%ith an indication of ihc curreni ^vnius of each. 

<\ni)!K\»u it.ser%<:;^ fl?f n;J' io pssss^.i rl^- si/ajocJ matter of canceled oktims, or 
of subject matter canceled from the ciaim5>. or of any unclaimed subject matter, in 
Ittiure contimuitioa or dtvisionarapp 

Applicant acknowledges that objecuons to the claims are being held in 
abeyajie© by: Examiner, 

Apphcant hml^i iotii;cs sh. i the disch.sure he objfdui to 

beoaii.se is does noi use rt'feronce numbers when referring to the parts of tite drawings. 
It is Applicant's taiderstanding tJbai this objection is also being held in abeyanw. 

In addition. Examiner's reference to tiie u.se of third party tmdemarks is noted. 
Claim Rejection: 35 IJSC § 1 12» second paragraph 

Claim 4 dtjrdp rejocud under ,.15 I SC.' ^ ' ' ^^..oi^d p;iragraph, as indeiinite. 
.A.ccording to the FN.tuHiiL'i, cLunis contciins nnptupcr ^t;lrkusb grouping. 

Applicant has hcrcb> c^uKL-icd vIimp- ^, ninknig snoot ihss u;j<.ct]on A portion 
of the subject matter of canceled claim 4 is now recited in new claims 33-35. 
Applicant thus submits that new claims 33-35 do not add new matter to die 
application, being derived entirely from canceled claim 4, Applicant therefore 
rcspectlidly requests entry, examination and allowance of these nexv claims. 

In ^ -..'-o, o; i!k tot c;2oing, Applicattt re-Spec-tfuhy requests reconsideration and 
Uifhdr.i\sai oftltK- ruccf!t>u. 
i'hmu Heji'Ctiou.s; 35 I SC § 101 

Ciamis MO ^>^and rejecfed undet .^."^ I NC ^ 1i>L as ostcnsshi> directed to 
unpatentable subject matter. According to Bx;mnuer, the claims are held to an abstract 
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{ \ ix V piiit - \h u {h. 4 ' ums iccjtc jli uie<i, -.iul.o tio uTiUttion ni a itj<ichmv* 
k ? u I {sioim< ufw i. ovp^c>scd of niherent This rctecUon is {Tttvers^ed 

riaim i recites a method \%hich <.ompnscN a <;t«,p of intcnuotvaliy ^-atviag an 
Amount oi at least one of the one oi mce macUve mgrcdients to mtentiOfuUlv 
generate a product tag of the pharniaceuiical pioduct Ciami 3 recites a stop of 
inteiitionaI}> vajtxing an amount »i at icast ouu ol the one oi inoio maotr . n -itJ..n s 
5m*>ng vltfrv'jem hatches of the phain^attutaal product In hrth mefhuvK ^ o." 
Hi V uu u.liK \<i!Mu;_ 'ho tompn^uiOil mu->l in t.t.hn,Uin, '■(.suH hi a cbuU'^ 
< V uvnm) ill the pu>duc1 » voaiptisftjon. and hence a nraii.4otniauon Thus, 
(.onua!\ to I Aaiiwner\ as^^fttion eiauns, 1 and 3 art; both ditccted to patentable 
suhjeei matter 41! other clatms in the apphcation depend frotn claim J and me thus 
also directied to pMentablssiibj set matter. 

In addition, claim 1 is huchv 'uietHled to rccttc '%\htR'ii! otoii'^i t u 
V aic^ fiom d reference product t.><^ ^! lU | i .iutKHeutu il piod tbcsebs i irthe! 
euipSia-si/ins; fhc trans for n^aiioni -l , . ■ iu;u die method is practiced. Support for 
ihis ianRuage js {oun<i m the appl!v.atn»u >.},^ if led, toi exampie, in paragrapii.^ [0022). 
[0094] and [0095] of the published application. Thus, this ametidment does not add 
new imtter to the appiieation. 

h) view of the foregoing, Applicant respectfully requests reconsideratioti aud 
'vvitbdrawal ofthis rejection, 
€Mm Rejs'ctioiis; IJSC" § 103(a) 
,|iJlsa md feasa 

Claims 1-2 ^and rtjected under 35 DSC § lt.)3(a) as obvious over Julia {VS 
patent 6,907,35 i ) m view of feasa (US 6,771 ,369). This rejection is traversed. 

The reieciion is based on a combination of j'lUia and Rxasa, The teacWngs of 
Jalia a^■e fust discussed in detail in order to clearly explain vvhat a hvpothetical 
'^composition" of the two references \%oi;l J in\ol^c 

In paragraph 2, page 6 ofthc Office Action, i.m Examiner .stau-.^ iIku "Mhi 
disclose:^- intentionaily varyiiie an ;unount (Abstract 'predicting CxJUTent levels of 
t.'o!npv>utiiis in maieriaK"). , in -^ti doing, it appear.-, rhat Examiner i,-^ equating the 
step of ^'intentionally varjing an amount of at least otie of tlie one or more 
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componef k n ■> pruduLi i ci ur ; ' h >' li p <• i i uuj 

coi tent i.! toiu^^ iKi siUHxitoui^ i ■! x -^ j s ^ -sv. r^ni let* !i<i<,u 

\^ Ud) I h -tijijorud C(,yo (ikm c i uicoiicu in ui n lo v. * ^^1 t.1' 
ei|iu\alcmii, inc would h*ne to truunet usU equale the wcU-CNtabh^hod conxtnuonai 
meanings to the vcjrbs '^ar>' ^ncl cd cf \ A,pp!jcant i otcs that i i tact, these two 
\^ordN ha%c % ei> diffciciu mca ungs (see attached definUitms trora the 
Webster oiihne dictu uarv^ Tcj '^v. rv" i-, to tha igc make diffe cjkxs between ti^k<. 

'LiisdiUmj- CO itfcijt 'ext.! oi c jinpti^it.! n n it(,rj *t bed'-> ii>'> ^ itmJ'ilajici, o 
lift nt ion 5 h \ V in^ o«nt »f ai kv "i one of the one of jnot t <. < mipofK pk ir i 
ph-icui,t a ^tt'p tl at 5s uj^tmred m the method oi the pic^e 1 Ui aiid w hsch k ut t 
taught iw suggcj»tod by Juiia iful a I as «o reason to vatv ingredients ot 4 matenai miX 
m tact tliis, vtoyld nfrt bcpo'Jsiblc tOLdo «i cn practic tig ttie ti cthod of Tuh a A 
P '•■■''^t'thn u'i of iuha doe^s t^ot hayc '^th e maiei lal"' \s not mam tficti rHig< mthmg 

V i k ' n )\ .hi f i u< n j! anJ ^eiidfe onh an MRS ttJ ^hc tuu 10 a jn < Si! is \ 
ot titc . u ia uik-iii h! 'ot eon'i?" ■< tiye anai>M\ hiv-ootrast, v prait hoiti of iht pivM,tU 
mvemion 1- n i\ ,>i t.tuu r .uui ar fonnulatorof the matena!, and nmst seLa ai ka-t 
one componcni to s aj\. see that tJie product js manufactiued with the ^ciecicd 
\ andtitm(s) Tl e t\\ o methods are fuiidainenlaih unrelated, and have no '^tK,\i m 
comtttim 

These diffe cikcs. are not sUiprtsiiigK smce the technoloev ctf Jnha Ivcs .iii 
v.itj vk. ^..eiU puibkn thai ih u v lunis oKvd b Uu p'^.- nt luv^n v\t Ibc 
} rohk r iJi'^^jtd b 't ha ts tl at the <.ompo>.!{i ot nut<.ua!'. u anmid 
{} mi j.oiK k i.W Uanxai> vttdch Ihssi^ttic jormatenahobtamedtJOi 
djlJticiit -iouue^ ifom a si iglc source at diitcrcnt tmies, 01 from a single source hi t 
t x>m dttfeitnt L atcl es 1 hxx% a cusiomet* v^ho is usii g a pimhased n aienal is at tlic 
merc\ of mformaiKJii p o-viUed bx the :>ourct v ith u^nc>,t . lut i'. actually m the 
ma<e al 1 he conse^ji (^nces can he gt a\ e , espct. laiis \s hen e ^ foodstuffs a td 
^<ik r jhi ^eoa s ^uious aie at issue Juha pfov des ar anal>iica I service that 
solves this problem. 
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n cv n!pLL^>-i^ \ ' <. 1 I 1 iK lot xxi t.nn I 

'^jfixj iv. -\hh a'jvj vi. p!^ cm can be mpaited Yei hois i^ d puK h \i ^^..<. ft i t) 
\ht actii.n le%i„i oi amount ol e g a pailauiar ^ jtanunoi mmcrai in maieiuil outdifv-J 
from a Nource^ Most pnoi art methoUs. c>g chemical aBal^si"!;. ate expensn e and 
tinse consumuiig f he method of JnhA t^es adv^mta^e nl tlie «T«qui„ inlraied 
.cfleciaxsce spectia (MRS) ctJiUtcd by ciiffcrent matciiais, tUKi the ca'sc and fapniiTv oi 
fir Uutif ^ < U(l u) U ni^ stuh ^^1^.^.h 1 1 fls I .(i'^iiMv* ^ m Knos^ in tttini 

imsv h V 1 d i. onponi. n{ i-. p>. .it m d m ^icn pr ui (o n' i a fuvb ^ ouki bi 
iCNale oj Use as iugtedieut m iuofher produi et<. \ 'I'n j tht. ^--o rrci-^ivf 
onl> m the sense that a cui.r(«rati ^an know e g aftci puicha^uij, (oi obUuiung a 
sample of) a tnateual, hut t^e^re u\m^ the itKUenat, the anioimt oi a component ot 
interest that present m the material. 

\»,vorda?g tt) J«b^ a request for ^.onhmmtion oi the amount of a component 
! 1 ni unt il i\ sybuMt td vkcu-otticaiiy b> 8t.Ui>tiMn<.i lO vht si.*^ buudkanfh 
rbi. e^ut. !au>>t jkhulcu MRS oftbe m-tit!)< 1 1 ^ ^tx. stion ( ^ «. ohn n > In ^.^ 

S<)-60 uh<>R tl ibv U'Cjlk'st irckkks t Dv.r U Uvd it.i>,vTi{Kv, s^KCtUfP ot U\t, 

nuit*. ruiS I oiutun 4» bnc-» 4n-4? Cuowwit'i i 10 tna> create thvi ikw inftatcd '^poctta 
uMng anv appropriate MRS equipment " uud claim I }. In other v^ordi*, the method of 
Julia mtnuca. the eustomei who uses the analytical *5crvice to proy/de aiy SIRS of the 
mokjjil to the se»vu-e Ok sendee mami im«: a d"5tab<5se orkninvn MIR i,pci.ria oi the 
( npoi if <, < iii ( ^ u'C.\ ut muv iUk vkU ij> to ici ^ v the ^ u inj i ^ ij^'n to 
sUind. ds Hmv in Uoruuiny as jK>t.tssais ) onierto p^o\ dv. tin. * Ui.tonun 

uuh a dv^i.anj.nat of u\ used hs luha a " piiidiK iioii' ) ot th^ u'uo in? tne 
u>n5poncni thai i!> pic^ent The amount i& *prt dieted' m the sense that the custoiner 
xsho usvS this anatsucal ser\ice can know the amount of a component '"m ad\ anee" ot 
domg sometlmig vtith the matciial c g t« advance of belling ot usmg the matenai lo 
mmwdaciure goods. 

'n <-iuup t.ot)t) ttk 1 t.tb aoMlup^s u titio'ns not mdn> &cn<>ean 
anaivui-al ^cr\jct. Ratb^i u a uit-ibod that \Kouki b*. used b> a inanutacturcr to 
produce a produet \\itli a s^o^ert tuti nisn. laheP* or lag " (p \ragrs^phi* \i)i)lS] 
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com eiscK detectjou ot c<ujmei iut iioods (pai agtaph ftX<22]) I ht. mo \ o<.* uvi v 
also be ust-U to fingerpnnt products as to the manufactuier and or production batch, oi 
foi other leasons (see paragiaph (00271) In ditcct contrast to Juha, the composition 
ot the s4oodj» and oi ih«. amount ofa toniponent m a num-nal v-ith rcs-pect to quaht> or 
JJK I. > 1^ u iT tiiC i=-«uc I he piv.^oni .n ont i n i' n Ik -i.jup jon *lhit ii« goods 
Oi materia!'- at i-^ut. au' rictUke i i -n'^ \'< ^ '^.v < !| o ki ^ dcvicd 
neces-^an 1 'tt. aKihod of Hie puN<,tn m\ cnuon i^ ira; t\< d ^ 'kh > do^iKd 
corapo'^UJon ol d uialerial. witit tespeci to quaht\ ot tht tuncthuriif, vi ihc mateiial 
has aliead\ Ixen developed The purpose of ihe in\cntit»n JiS to thtn "lag" oi label the 
mak'niil vnth a covert, mtijmic !abt?l In the ptactice of the method, at Ica&t one 
Cdmnuneiit of the matenal is selected (e g one thin j*^ inactive or ttoa-esscntial), Mid 
tts an ourt t * tl'ai ompononi j*- xans-d !U.5 5 1 U^5 ihc sole puipose of cteating a 
aist'nctjx^ MR 'jpectuar of Jie tratcua tp" xpti [Oo Jr, ) Hub hdi> nolhsng to do 
xvjth the qudhlv of d^ p.OiUK i h ho\\ r n totms w \ tis ostjil oi th^ mh, nl ot 
an)- other component, but only s^tth luckuig autlientK piuduet oi p ioaitct batches (or 
comeT6.c}>« dciictmg non-Authcnlic pwdiict.) For example, an moft ingredtent (e g 
componeni 'A") nuy be selected and tts atnomu vsticd (e g -t- 10 *>o) abo\e that which 
\i! U6.iuUy present in the mateuai The NIRS of tnatoml ^vith a ^iO vanation v\ X 
J'sftos fuimih<. \^R^ i ' i i i k ' i ^Hvnnio^\ \ t.(>urkric.to, 

-ft. Ikh attempting odlKi is ki wi -iK-Uic^hc s.^nwn .wcva' h^-> m w \^ to 

kno^ that the imo mt \ had h$.eu changed (^^ilK^i) 10 ' <> aud hcn^v i\c 
no teason to cop\ the a.Uered eomposjtioa \iR spcctia of the counterfeit feOod& 
would thus appeal ^'noimal" \Mtb respect tii X, *md autiiientic goodie viould have a 
spvXiuim m which MR spectra showed a ^1 0 % change m ^ nb<. u oontpared to thi. 
unlabeled material i^c g counleifeit material oi material Ds adiffcscnt 

manufactujtci, orfiotiiadtffetcnt ->u^5 !\ .v> ..iv 'p<u i i i->!i [<^tik'.} 

■\ccordjng k> the present nneutJOti the coinponeut to vaj_^ Ss.kt.tt J ^% tK 
caie so thai its v atiatioa docs not alter the properties of the mateiiai. For example, in 
phamiacenucaL, it is not likely to be the main acU\ c ingredient. Further, ihv vanatum 
m amount i? within prca-ciibcd limui it uted be, so as not to comproraibe the quality 
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[OO'^Ss ) I lulhet, ihii Jfuouui o} iijuie ifuu one con}pfmv.nt mas b*-' v^jfivid ii ilvi'^iifju 
{paragraphs [0031] [003J!]), to generate a it\oic complex ajid diificuU to airficipato 
(and copy) MRS In additjoii, the component that is \ane<.i ajidoi ihc an^oant of 
\ aruUion, may be changed from nmc to tim«, oi from hatch to hatch, etc , m order lo 
ui I hi, ml attempts to reproduce tiic composition (sec paragraphs f0028], fOOS31, md 
oifiersl. 

I vtmuici iw^ awd isa oa\ ^ a. < hnu mv,*? iho term siunatu't it. kim 
of an for ideniifymg a phanuaceuticd hy Jho qiMutuy of <m mgredieut, firstly, clahn 
1 as amended docs not recite "signatuic" but instead "tag", a recitation tliat 
supported. Tor example, in paragraphs [0022 j. [Ot)73J and |{)074j of the application as 
published. Further, it is Applicant's position that the teachings of Rzasa do not in any 
way snpfb' nMti^%'ite the defects of Julia. R?asa also does not teach or suggest 
inkntK'uails ^ <ip lits.- ,m amomn of an ingredicni in a composition in order lo "tap"' 
the composuiou, or hau hi , ui ( i^iop^^^ ' 

With tespect to ciajm 2, Lxamincr mcici) looks to Juha hn a fuithyi itucMng 
of the use of NIR spectra, which teaching docs not in any way cure or mitigate the 
detects of Juhu as a whole, with respect to the lejecdon ofclaim 2. 

hi smiimary, Julia does not render tiie method ofthc present invention obvious 
■^hcn cuu.bn-t d w ith R^asa, Iniia tcachf'b a inv-thovi ihat hax no ^tcp^ m cotnnion w-dh 
the mctliotl of ihv present invention, and wmch is oesu:i!ct.i lo -oho j c ou!pknc'\ 
ditlerent prohiem, and to he practiced hy a different entuv tlwn ' ^ t}k nitdH>,i ot ihc 
present nnention Further, there is no way to modify the meih<>d <n J,sl;a usmg du 
teachnigs of R^asa and arnve at the present method. As cited by the Fxammer. R/asa 
proside,^ only teachings of the meaiiing of a product '"signature", a term which is not 
recited ui thepieseiit claims, an<i sxhich does not, in an> case, address the moaning or 
mechanics of the practice ofthc p 0 I v'.u . cp,. -.-jt ixthodd^alsHtm 
formultuin^' composnions ufm,\u'.uds ^ h>..s.\^ i i',^ ik\ji- on!> n A'- v-oaip^uint; a^i 
NIRS, prov ,Jod jn a i.i.-,onier, nh spcch.i sn ,^ (W,'h,5s, ik ouisLi r dJOini tk* d\ 
,\jtnount ot a compound of nut:re<!t m the maien,^! from uhiLh die eustonjt^i \v MRh 
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was ifenvid lhercK'{c no cojnbuiauon of Julu? ami R<£asa icndcis ob\Kius the 
subject matter of clamis \ and 2. 

"n \ { 10 ]< regr^ng, -ippfjcant tespectfu11\ requests axonsidcmion and 
withdrawa! of this reiectjon. 
Juiia l« ^iflew of the b»ckgr»M»d «^ Jafia 

Ciiam 1 intanUi, rejected UB<lcr 35 TSi' ^ 103i'a) as ob\ioii^ uy^x Julia (as 
above"} m view of the backgioiaid of iuha TIits leitction is tia\orsed 

I he teachirtgi> oi Ixilui ar^i. dcscnbcd in dctdii m the ofcc£.di il. inm Hiicslx 
Juha deals ordv wjth conipannsa aii \!RS, piovjdod hs a (.j'^ionjer- ^\'th ^pcv.tKi in a 
database' a ui k) ^ <,^. m v n ui ' i < i s > i n . ^,^1 ij the nt.it^iui 
fiom uhjch tht' cu^toinci; \iRS Wtj^ dcri\cJ fiiha ncuhc? ai'jdoi.yti »or ^iis^gtsi^ a 
^tq) of intentionally \ arying an amount of a component of a composition (ur of a 
batch formulation of a composition) m ordei lo tag or I'M the composttton, i. g to 
distmgmsh it twrn other batch*.* of the same compositiott, Oi fmm coimtcrfott 
compositjons, etc \n fact, Julia does not teach v. trying dinthmj., bm onh 
predicting dt'tccmig possible variations hiv'onuas.t Asicpof iruin\-^i.<j!K \ .u>ingjs 
required m the rvtetliod oi claim J. 

F\.imuici appeals to vstc tbc hat.kgt(niTui td luiuionh a^, Icachini: )atcb 
pjodHCtion of produces. Clearly, this minitnal teaching does not cure the deSciencies; 
to Julia as a x^hole \^itb respecl to the subject matter of claim 3 Thus, mi comhmatjon 
of an teachings witJiin Juha, or any other refcicnce, renders that subject mattei of 
claim 3 obvious* 

In %ie\Y of the ftiregomg, ^pphcant a^^pcctitdiy tcqiicMs reconsideration and 
withdrawal of this re}ection. 
Julia ill view of US FDA Ouidaace 

Claims 4-10 stand reacted Uiider "^5 rSC § 103(a) as obvious over Julia fass 
abo\c) inMtw of the US FDA. guidelines for scale-up and post-appro\ai foi products 
I bis rejection IS traversed. 

( - hs.K->'n i. oKdod, iheidn makinti moot thi-^ tior o i\h' i ejection 
W nil K-peci to the KjCCtion nl chiniN 5-iO, the iletecls oi iaiia as .x oiior art 
reference aic discussed in detail abos c I he botioni hne is that Juha neither teaches 
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u .! b"us>csis mtentionaliy \arying anything, but is merely mi analytical method for 
nt!Ctuano«6 ni pjoduct Ibimuktion Smce claittts 5-U* are dcpotKicnt on 
(, ' ' t, L ji i V \.um ] 7S clearly draiMi to patentable subjeci mattei, clamis 4-10 aie 

also patentat)Ie, 

ruohvf, the citation of FDA gmdeliucs fails to supply or even address the 
leacbmgti th.il aie msss^srag ftom Julia, Hit; Examiner sUtcs tliat xax-ymg the aj«omn!» 
uf mactivc ingredieatii js v^ell Kno^vn, as c% iderict'd by iheFDA jiUKlehne;* {Iov\e\e5- 
these guidelines do NOT teach purposcii'!!^ oi hitcntinnaliy varying these ani<nsp{- d 
oule? to creatt; a covcit tag oi !abd «}\^ odtK" dvd that v^hat the ciantr tc^ito ^ind 
q ue '-^dtl•>eT il\\„iih' ' 1^.1^.! p ^ > i e u . ots nKMu\\i hniits 
oi 5ucn sngit'dscms 1 he nicihod oi ttic nuscm mvoniiun dut.$ uvi tch on paitJcuKu 
tj-pes or leveh of ingredients in order to be novel, but rather on the step of 
intcntionaHy varyin g an amounl of an mgredicnt m a compositton with tlie particular 
goal of tagging labeHn!., ot distmgm^hmg) tlie coTnposUion . e.g. front othw 
balchcsi of the compositton, either bona tliie batches tiiade hy an aiuhori 
mamifactuiet ot ithcit batches made b> a countcrfcfter A refejence to paiuv uLis i^qics 
(»j in.K .n^'cdioots ot por u \A 1 K v J^ .'^ Hi n\ <r 'h<, FDA. ^Mu'etires {or 
cji»e\\horc) do not cisre 01 nutig»ile the deficiencies of Juha, and hence do not, m 
coinbmatjon with Julk or any other relerenee, render the present im'^ntioa , as 
claimed inclantis 5-10 and ncv^ eiaims 33-35> ohvtous. 

hi View ol'the Ibregomg, Applicant respectfully requests recon^Kleration and 
withdi'awal of tbis rotection, 
Cotidttdi« g Retwa rks 

'H M>.H d ho loiooom" u i i.qi.-v < i .ipphc.>iu>n be 5^^c>u^icelcd 
:hut ^iannj, 2, o, 7. 8, 12, <md 2>-'>4 be .ihovvi.d. ^liid ihat die application De p,ii.scd 
to JSSO.e< 

Should the Hxammer find the application to be other than in condition tor 
allow Alice, the Fxanimer is icqueistcd to eomact tlie imdor&igncd at 703-787-9400 
(fax, T{r> oTij.rl mth^rwce-ip-coin) to discuss an> other changes deemed 

nocessar} hi tciephonic 01 pcisonal inten'icw 



I ar o\ien;>Eon of umv^ i^ rcqirrod ^or "h's. ^x^spousc to be conssKlwU beng 
* U ,% cond t,oni>l pchtor is hcseb\ made for such cxtensior of tine, Ficaso 
' n < t _ ! % J t f vC"^ aid ciedh any ovcrpayme^it or lies to Atroincv s 



^ ^ yri& Cknstofferson& Cook, PC 
' '-i'n Nu; ^tt IDi.s Poad, Suue 340 



Rc-^pcc^illK submitted, 
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